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Office Action Summary 



Application No. 

09/518,190 



Examiner 

Robert Landsman 



Applicant(s) 

HESKETH ET AL 



Art Unit 

1647 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, how/ever, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days vj\\\ be considered timely. 

- If NO period for reply is specified above, the maximum statutory period wrill apply and wrill expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, liy statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 OFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 08 August 2002 , 
2a)n This action is FINAL. 2b)M This action is non-finaL 

3) 0 Since this application is in condition for allowance except for fonmal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 
Disposition of Claims 

4) ^ Clainn(s) 9-16 and 21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim(s) 9-16 and 21 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or bO objected to by the Examiner. 

Applicant nnay not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)|g|AII b)n Some*c)n None of: 

1 .(3 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1 ) 13 Notice of References Cited (PTO-892) 4) □ Inten/iew Summary (PTO-41 3) Paper No(s). . 

2) n Notice of Draflsperson's Patent Drawing Review (PTO-948) 5) C] Notice of Informal Patent Application (PTO-152) 

3) CH Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) dl Other: 
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DETAILED ACTION 

Applicant's request for reconsideration of the finality of the rejection of the last Office action is 
persuasive and, therefore, the FINALITY of that action is withdrawn and prosecution on the merits 
continues. 

/. Formal Matters 

A. Amendment D, filed 8/8/02, has been entered into the record. 

B. Claims 9-16 and 2 1 are pending in this apphcation and are the subject of this OfiQce Action. 

C. All Statues under 35 USC not found in this Office Action can be foimd, cited in full, in a previous 
Office Action. 

2 Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubhcation in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of apphcation for patent in the United States. 

A. Claims 9-12, 14-16 and 21 are rejected under 35 U.S.C. 102(b) as being anticipated by Scott et al. 
(JBC 271(3):1605-1612, 1996). The claims recite a nucleic acid molecule encoding a mammalian signal 
peptide from a protein normally secreted from a mammalian cell operatively linked to a nucleic acid 
encoding a protein that would not normally be secreted from a mammalian cell, wherein the nucleic acid 
is either DNA or RNA. The claims also recite vectors, cells and methods of obtaining the protein. 

Scott et al teach a nucleic acid molecule (cDNA) encoding a mammalian signal peptide (HA) 
linked to the intracellular protease inhibitor, PI-6, a protein which is not normally secreted from the cell 
(Abstract), as well as vectors comprising this nucleic acid molecule (page 1606 under "Plasmids"). Scott 
et al. also teach mammalian cells comprising this nucleic acid (COS-7 cells on page 1605 under "Cell 
Culture") and a method of producing this protein (page 1606 xmder "Assay for secretion of PI-6 from 
Cultured Cells"). The reference does not teach the use of RNA. However, one of ordinary skill in the art 
would immediately envision the RNA sequence given the cDNA sequence of Scott et al. Scott et al. meet 
the Umitation of chimeric protein since the PI-6 nucleic acid molecule of Scott et al. was linked to a signal 
sequence and this PI-6/signal sequence was translated, producing a chimera. 
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3. Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

A. The rejection of claims 9-16 under 35 USC 103 as being unpatentable over Kordula et al. in view 
of Lee et al. and further in view of Maeda et al. have been withdrawn in view of Applicants' arguments. 
However, the following rejection moots Applicants' argxunents provided in amendment D, filed 8/8/02 
since Scott et al. teach a nucleic acid with a disrupted 3'-UTR linked to a mammalian signal sequence as 
well as a mammaUan host cell. 

B. Claims 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Scott et al. in 
view of Sleep et al. (Biotechnology 8(l):42-46, 1990). The teachings of Scott et al. are recited in the 
above rejection under 35 USC 102. Scott et al. do not teach the use of an albumin protein signal sequence. 
However, Sleep et al. do teach the use of a human serum albimiin signal sequence to secrete a protein. 
Therefore, it would have been obvious to one of ordinary skill in the art to have substituted nmnerous 
signal sequences, including the human serum albumin signal sequence of Sleep et al., for the HA signal 
sequence of Scott et al. in view of the suggestion by Sleep et al. that it would be desirable to do so. Sleep 
et al. teach that in designing secretion systems for heterologous proteins, one aims to maximize both the 
yield and fidelity of the product and that the choice of leader sequence and its relationship to the structural 
protein under study are crucial to the success of the protein. One of ordinary skill in the art would have 
had a reasonable expectation of success in substituting hvunan serum albumin signal sequence of Sleep et 
al., for the HA signal sequence of Scott et al. since molecular cloning techniques were well-knovm and 
highly successful at the time of the present invention, as evidenced by their successful use by Scott et al. 
and Sleep et al. Though claim 12 was rejected in the above rejection xmder 35 USC 102, it is also being 
included in this rejection since Scott et al. is silent regarding the origin of the HA signal sequence. 
Therefore, in the situation where the HA signal sequence is not from a mammal, claim 12 would also be 
rendered obvious in view of the teachings of Sleep et al. 
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4. Conclusion 

A. No claim is allowable. 



Advisory information 

Any inquiry concerning this commimication or earlier commimications from the examiner should be 
directed to Robert Landsman whose telephone niunber is (703) 306-3407. The examiner can normally be reached 
on Monday - Friday from 8:00 AM to 5:00 PM (Eastern time) and alternate Fridays from 8:00 AM to 5:00 PM 
(Eastern time). 

If attempts to reach the examiner by telephone are xmsuccessful, the Examiner's supervisor, Gary Kimz, 
can be reached on (703) 308-4623. 

Official papers filed by fax should be directed to (703) 308-4242. Fax draft or informal communications 
with the examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 



Robert Landsman, Ph.D. 
Patent Examiner 
Group 1600 
November 06, 2002 
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